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comply fully with the supplier stand-
ards.

[67 FR 27305, June 18, 1992]

§405.877 Appeal of a categorization of
a device.

(a) CMS’s acceptance of the FDA cat-
egorization of a device as an experi-
mental/investigational (Category A)
device under §405.203 is a national cov-
erage decision under section 1862(a)(1)
of the Act.

(b) CMS’s acceptance of the FDA cat-
egorization of a device as an experi-
mental/investigational (Category A)
device under §405.203 is an aspect of an
initial determination that, under sec-
tion 1862 of the Act, payment may not
be made.

(¢) In accordance with section
1869(b)(3)(A) of the Act, CMS’s accept-
ance of the FDA categorization of a de-
vice as an experimental/investigational
(Category A) device under §405.203 may
not be reviewed by an administrative
law judge.

[60 FR 48424, Sept. 19, 1995]

Subpart |—Determinations, Rede-
terminations, Reconsider-
ations, and Appeals Under
Original Medicare (Part A and
Part B)

SOURCE: 70 FR 11472, Mar. 8, 2005, unless
otherwise noted.

§405.900 Basis and scope.

(a) Statutory basis. This subpart is
based on the provisions of sections 1869
(a) through (e) and (g) of the Act.

(b) Scope. This subpart establishes
the requirements for appeals of initial
determinations for benefits under Part
A or Part B of Medicare, including the
following:

(1) The initial determination of
whether an individual is entitled to
benefits under Part A or Part B. (Regu-
lations governing reconsiderations of
these initial determinations are at 20
CFR, part 404, subpart J).

(2) The initial determination of the
amount of benefits available to an indi-
vidual under Part A or Part B.

(3) Any other initial determination
relating to a claim for benefits under

§405.902

Part A or Part B, including an initial
determination made by a quality im-
provement organization under section
1154(a)(2) of the Act or by an entity
under contract with the Secretary
(other than a contract under section
1852 of the Act) to administer provi-
sions of titles XVIII or XI of the Act.

§405.902 Definitions.

For the purposes of this subpart, the
term—

ALJ means an Administrative Law
Judge of the Department of Health and
Human Services.

Appellant means the beneficiary, as-
signee or other person or entity that
has filed and pursued an appeal con-
cerning a particular initial determina-
tion. Designation as an appellant does
not in itself convey standing to appeal
the determination in question.

Appointed representative means an in-
dividual appointed by a party to rep-
resent the party in a Medicare claim or
claim appeal.

Assignee means:

(1) A supplier that furnishes items or
services to a beneficiary and has ac-
cepted a valid assignment of a claim or

(2) A provider or supplier that fur-
nishes items or services to a bene-
ficiary, who is not already a party, and
has accepted a valid assignment of the
right to appeal a claim executed by the
beneficiary.

Assignment of a claim means the
transfer by a beneficiary of his or her
claim for payment to the supplier in
return for the latter’s promise not to
charge more for his or her services
than what the carrier finds to be the
Medicare-approved amount, as pro-
vided in §424.55 and §424.56 of this chap-
ter.

Assignment of appeal rights means the
transfer by a beneficiary of his or her
right to appeal under this subpart to a
provider or supplier who is not already
a party, as provided in section
1869(b)(1)(C) of the Act.

Assignor means a beneficiary whose
provider of services or supplier has
taken assignment of a claim or an ap-
peal of a claim.

Authorized representative means an in-
dividual authorized under State or
other applicable law to act on behalf of
a beneficiary or other party involved in
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